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CBER-02-0\1; 

Eddy C Hsueh, M.D. 
John Wayne Cancer Institute 
2200 Santa Monica Boulevard 
Santa Monica, California 90404 

Dear Dr. Hsueh: 

During an inspection that ended on April 23. 2002, Ronald L. Keller, an investigator 
with the Food and Drug Administration (FDA), reviewed your activities as a clinical 
investigator testing an investigational melanoma vaccine. The studies are 

and ----------------(hereafter referred to as - and 
respectively). The Inspection was conducted as part of the FDA’s Bioresearch 
Monitormg Program that includes inspections designed to review the conduct of 
clinical research involving investigational drugs. 

Based on the inspection. we have determined that you violated regulations governing the 
proper conduct of clinical studies involving investigational new drugs, as published in 
Title 21, Code of Federal Requlations (CFR), Part 312 (available at -- 
htto://www.access.aoo qov/nara/cfrlindex.htmt), The violations were detailed in Form FDA-483 
presented to you at the close of the inspection. We have reviewed your May 30, 2002, 
response to the Form FDA-483. Your response does not describe corrective actions 
adequate to ensure that the violations cited in the Form FDA-483 have been addressed. 
Significant violations cited during the inspection and our comments on your response are 
prdvided below. 

1. You failed to protect the rights, safety, and welfare of study subjects. 
[ 21 CFR Q 312.60 and Part 50 1. 

You failed to use the most current version of the IRB approved consent form 
when you obtained the written consent frcm the following subjects. 
Furthermore, you did not use the correct study consent form for two subjects. 
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; Subject 
L 

- ._._,_ ___-_ ____--I_--- . - _ - - - I -  _. 

Study i Date signed ’ Date of the most / Version signed (date ; 
> . II.--- i recent fRB=rovai I of IRB approval) -. -A-. .I -_._._ _---_ .___ ,_ . . r 

j.. ----- - 4-20-00 1 3-20-00 ; 11-3-w --- - __-.____ _ ._ ; __--- --------- _ _----. 

! 
6-6-00 i 3-20-00 

_ .__. + __.-- -_-._-----__-- -.- - ._.--___ : 
11-3-99 I_ .--- ._ 1 _._ -.._--.- _._.. _.. 

12-I-00 
i..3-2o-oo __-_---- --__.----- _-.1 .-_I--..-...; 

a-22-00 * 3 __ 
i This is the consent form 1 

I I I i 
I.. +- . .._ ..-__ _ - ._ ..- 1 for another study ~ --.-- ..I- -.--- ._-.----- _ -_ _. _.-_ _ _.___ 
i ____ _________ _...- _. .‘z_cnIIT-L .” i 6-22-00 i 3-20-00 

I 
9-l 3-99 

;- i q2-~~~~-----‘-~‘~:!2-0~ 
- -_., . -_. . c ---_----- -.-- --_._ ~I 

I 10-4-00 * j 
1 This is the consent form ! 
!-for another study : --.- _.- _- --__ i 

Your response letter states that in the future you will remove older versions of 
the consenfforms after the most recent version is approved. 

Your response letter does not describe corrective actions to ensure that 
subjects who signed consent forms for a different study will be properly 
informed. In addition, your response does not describe any corrective action to 
ensure that the proper consent form is avklable and used. 

2. You failed to ensure that the investigation is conducted according to the 
investigational plan. [ 21 CFR 5 312.60 1. 

A. Section 11 .I .4 in protocol - states: “. .it is important that the 
individual preparing the study drugs must be someone other than the 
person administering the vaccine” and “It will still be necessary, however, 
for the investigational agent to be reconstituted and blinded by a third 
party who will have no role in the management of the patient or 
assessment of toxicity.” 

On several occasions, personnel who prepared the study drug 
subsequently administered study drug injections and conducted study- 
related assessments. The followin are examples. 

i. - On 3/7/00, staff member- prepared the study 
drug. On 5/30/00, 9/19/00, .l l/16/00, and 6112101, - 
administered additional injec:tions of study drug and conducted 
study assessments. 

ii. - On 4/l l/O0 and 5/8/00, staff member - 
prepared the study drug. On 617100, 7/6/00. 812100, and 8130100, 
- administered additional injections of study drug and 
conduct study assessments. 
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Your response letter acknowledges  these v iolations . You s tate that on 
6/g/2000 you adopted the new Polic y /Procedure # 3W-004 to prevent 
the unblinding of the s tudy, yet the examples  c ited above illus trate that 
the procedure was in place, but was not followed. Your response does 
not descr ibe correct ive actions to ensure that established polic y  and 
procedures will be fallowed. 

B. You adminis tered a dose of expired s tudy drug to subjec t - The 
s tudy drug expired on 4/l 3101, but the product was adminis tered on 
5/l 4101. 

Your response acknowledges  this  v iolation and s tates  that the revised 
Polic y /Procedure # 3W-002 requires the s tudy drug preparer to check  
the expiration date while preparing the s tudy drugs. Your response does 
not &scr ibe correct ive actions to ensure that established polic y  and 
procedures will be followed. For example, your revised procedure could, 
but does not, inc lude supervisory  or peer review to ensure that s teps 
required during drug preparation are properly followed. 

C. You failed to report ser ious  adverse events (SAEs) according to the 
requirements established in the protocols. Section 17.3 of protocols 
---and - requires that all SAEs occurr ing while subjec ts  are 
receiv ing s tudy drug or within - days of receipt of the final dose of s tudy 
drug are to be reported to the sponsor within ,of their drscovery.  
According to the protocols, SAEs inc lude events that require inpatient 
hospitalization or result in death and any death attributed to the s tudy 
treatment must be immediately  rep(Drted to the sponsor as an SAE. 

In addition, sect ion 17.5 of these protocols requires “all ser ious  adverse 
events must also be immediately  reported in writing to the Ins titutional 
Review Board (IRB) or the Ethic s  Committee {EC) by the Invest igator.” 

The table below inc ludes  examples  in which you did not immediately  
report SAEs to the sponsor and the IRB. 
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Y o u r  response  a ttr ibutes th e s e  v io la t ions to  you r  p rev ious  
m isunders tand ing  th a t e v e n ts re la ted  to  recu r rence  o r  p rog ress ion  o f 
m e l a n o m a  d i sease  d id  n o t requ i re  S A E  reports.  Y o u r  r e s p o n s e  d o e s  n o t 
desc r ibe  correct ive ac t ions to  e n s u r e  th a t repor t ing  r e q u i r e m e n ts 
spec i f ied  by  th e  IRBs  a n d  in  th e  pro toco ls  wi l l  b e  fo l lowed.  

D  T h e  pro toco l  -si te re fe rence  m a n u a l  requ i res  “A  wri t ten In fo r m e d  
C o n s e n t F o r m  s i gned  by  th e  p a tie n t a n d  th e  Invest igator  o r  Invest igator’s 
d e s i g n e e .. .If th e  si te IRB requ i res  a  wi tness s ignature ,  th e  wi tness m u s t 
pe rsona l l y  s ign  a n d  d a te  th e  i n fo rmed  c o n s e n t th e  s a m e  d a y  as  th e  
p a tie n t” (emphas i s  in  or ig inal ) .  T h e  c o n s e n t fo r m  a p p r o v e d  by  th e  
Inst i tut ional  Rev iew  B o a r d  requ i res  a  wi tness s ignature .  T h e  c o n s e n t 
fo m l  s i gned  by  sub jec ts  - a n d -  lack th e  s igna tu re  o f a  wi tness,  
a n d  th e  fo r m  s i gned  by  - lacks’ th e  s igna tu re  o f th e  invest igator  o r  
inveFt igator’s d e s i g n e e . 

Y o u r  r e s p o n s e  letter a c k n o w l e d g e s  th e s e  errors,  b u t exp la ins  th a t th e s e  
sub jec ts  w e r e  later  d e te r m i n e d  n o t to  b e  e l ig ib le  fo r  th e  study.  T h e  fact  
th a t ind iv idua ls  w e r e  s u b s e q u e n tly fo u n d  n o t to  b e  e l ig ib le  fo r  th e  s tudy 
d o e s  n o t n e g a te  th e s e  v io lat ions.  T h e  p rocess  o f i n fo rmed  c o n s e n t is 
s e p a r a te  a n d  dist inct f rom th e  p rocess  o f qua l i fy ing  p o te n tia l  s tudy 
subjects.  Y o u r  r e s p o n s e  d o e s  n o t state w h e the r  o r  h o w  y o u  wi l l  
i m p l e m e n t correct ive ac t ions to  e n s u r e  th a t i n fo rmed  c o n s e n t wi l l  b e  
p roper l y  p rov ided  a n d  o b ta i n e d . 

E . S o m e  pro toco l - requ i red  tests w e r e  n o t per fo rmed,  i nc lud ing  th e  
fo l lowing:  

i L a b o r a tory  tests o n  d a y  5 6  fo r  S u b j e c t - 

ii. C h e s t x- ray o n  m o n th  1 2  fo r  S u b j e c t - 

.., 
III. V a c c i n e  sk in  test  fo r  Sub jec i  - o n  1 1 1 2 0 1 0 0 . 

Y o u r  r e s p o n s e  a c k n o w l e d g e s  th e s e  v io lat ions,  a n d  inc ludes  n e w  
Po l i cy /Procedures  #  3 W - 0 0 1  a n d  #  3 W - 0 1 3  to  e n s u r e  th a t a l l  r equ i red  
tests a re  per fo rmed.  If fo l lowed,  th e s e  p rocedu res  a p p e a r  to  b e  
a d e q u a te  to  correct  th e s e  violat ion!; .  

F, T h e  “S ite  R e fe r e n c e  M a n u a l s ” fo r  p ro toco ls -zand  -----state 
“L a b o r a tory  test  resul ts  m u s t b e  in i? ia led  a n d  d a te d  by  th e  Invest igator  
ind ica t ing  th a t th e y  w e r e  rev iewed.” The re  a re  severa l  labora tory  repor ts  
th a t w e r e  n o t s i gned  o r  d a te d  by  y o u  o r  a  sub- invest igator  respons ib le  to  
y o u . E x a m p l e s  inc lude,  b u t a re  n o t l im ite d  to , th e  fo l lowing:  
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S u b j e c t - repor t  d a te d  1 1  II 6 1 0 0 ) , S u b ject - ( repor t  d a te d  
l/2 9 /0 1  ), S u b j e c t - ( repor t  d a te d  5 /2l/O l), a n d  S u b j e c t - ( repor t  
d a te d  1 2 /l 3 1 0 1 ) . 

Y o u r  r e s p o n s e  a g r e e s  wi th th is  observat ion ,  a n d  desc r ibes  th a t y o u  
i m p l e m e n te d  Po l i cy /P rocedure  #  3 W - 0 0 5  o n  8 /2 9 /0 0 . W e  n o te  th a t e a c h  
o f th e  a b o v e  e x a m p l e s  occu r red  a fte r  y o u  i m p l e m e n te d  #  3 W - 0 0 5 . Y o u r  
r e s p o n s e  d o e s  n o t desc r ibe  correct ive ac t ions to  e n s u r e  th a t es tab l i shed  
po l icy  a n d  p rocedu res  wi l l  b e  fo l lowed.  For  e x a m p l e , you r  p rocedu res  
cou ld ,  b u t d o  n o t, i nc lude  superv isory  o r  p e e r  rev iew to  e n s u r e  th a t e a c h  
s tep in  th e  p r o c e d u r e  h a s  b e e n  p roper l y  e x e c u te d  o r  c o m p l e te d . 

Fur thermore ,  w e  n o te  th a t th is  n e w  p rocedure ,  #  3 W - 0 0 5 , a p p e a r s  
incoyis tent  wi th th e  pro toco l  r e q u i r e m e n ts. T h e  p r o c e d u r e  requ i res  th e  
s tudy nu rse  to  rev iew al l  labora tory  repor ts  a n d  to  p r e s e n t a b n o r m a l  
labora tory  repor ts  to  th e  c l in ical  invest igator  fo r  cons idera t ion .  H o w e v e r , 
th e  pro toco l  requ i res  th e  c l in ical  invest igator’s s igna tu re  a n d  d a te  o n  al l  
labora tory  reports.  Y o u  p rov ide  n o  :ust i f icat ion, no r  c a n  w e  th ink  o f a  
r e a s o n , fo r  i m p l e m e n tin g  a  p r o c e d u r e  th a t is incons is tent  wi th p ro toco l  
r e q u i r e m e n ts. 

G  T h e  pro toco l  requ i res  th a t cor rect ions to  case  repor t  fo r m  d a ta  m a y  b e  
m a d e  on ly  by  p u ttin g  a  s ing le  l ine  th r o u g h  th e  incorrect  d a ta , a n d  th e n  
wr i t ing th e  correct  d a ta , th e  ini t ia ls o f th e  p e r s o n  m a k i n g  th e  c h a n g e , a n d  
th e  d a te . Th is  p r o c e d u r e  w a s  n o t fo l l owed  o n  m a n y  records,  i nc lud ing  
s tudy visit n o tes  a n d  d r u g  a c c o u n tabi l i ty records.  S o m e tim e s  th e  ini t ia ls 
a n d  d a te  w e r e  o m i tte d , a n d  s o m e tim e s  th e  or ig ina l  d a ta  w a s  wr i t ten 
ove r  

Y o u r  r e s p o n s e  states th a t y o u  h a v e  i m p l e m e n te d  a d d i tio n a l  t ra in ing o f 
s tudy pe rsonne l .  Y o u r  r e s p o n s e  a p p e a r s  to  b e  a d e q u a te . 

3 . Y o u  fa i l ed  to  repor t  a l l  u n a n t ic ipated p r o b l e m s  invo lv ing  r isks to  h u m a n  
sub jec ts  to  th e  Inst i tut ional  Rev iew  B o a r d . [ 2 1  C F R  5  3 1 2 .6 6  1 . 

In  let ters to  y o u  d a te d  5 /4 /0 0 , 1 0 1 6 1 0 0 , 7 1 1 1 1 0 1 , 9 /5 /0 1 , a n d  1  l/8 /0 1 , th e  IRB 
states “A n y  d e a th  o f a  p a tte n t o n  pro toco l  regard less  o f c a u s e , m u s t b e  
repor ted  in  wr i t ing to  th e  IRB wi th in  a fte r  d iscovery.  A ll se r ious  a n d /o r  
u n e x p e c te d , as  d e fin e d  o n  th e  IRB repor t ing  fo r m , adve rse  e v e n ts m u s t b e  
repor ted  to  th e  IRB in  wr i t inq wi th in  - ca lenda r  days  a fte r  d iscovery.” 

Y o u  fa i l ed  to  m e e t th e s e  r e q u i r e m e n ts w h e n  repor t ing  th e  adve rse  e v e n ts 
i d e n tifie d  in  ite m  2 8  a b o v e . 
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i n  you r  response ,  y o u  a ttr ibute th e s e  v io la t ions to  you r  m isunders tand ing  o f th e  
d e fin i t ion o f a  ser ious  adve rse  e v e n t. Y o u r  r e s p o n s e  p rov ides  Po l i cy /P rocedure  
#  3 W - 0 0 9  fo r  repor t ing  adve rse  e v e n ts re la ted  to  th e  invest igat iona l  m e l a n o m a  
vacc ine  s tud ies  o f o n e  sponsor .  W e  n o te  th a t th is  p r o c e d u r e  m a y  n o t b e  
app l i cab le  to  o the r  s tudy pro toco ls  fo r  th is  sponso r  o r  o the r  sponsors .  Y o u r  
response ,  th e r e fore,  d o e s  n o t desc r ibe  correct ive ac t ions a d e q u a te  to  e n s u r e  
th a t S A E ’s wi l l  b e  p roper l y  repor ted.  

4 . Y o u  fa i l ed  to  m a i n ta in  a d e q u a te  records  o f th e  d ispos i t ion  o f th e  d r u g . 
[ 2 1  C F R  5  3 1 2 .62 (a )  J. 

A . D r u g  a c c o u n tabi l i ty records  c o n ta in  inaccurac ies .  O n  a t least  th r e e  
da les ,  th e  test  ar t ic le a c c o u n tabi l i ty records  s h o w  th a t th e  test  ar t ic le w a s  
p r e p a r e d  th e  d a y  a fte r  it w a s  admin is te red ,  as  fo l lows:  

iS u b j e c $  - I-P r e p a M L o n  d a te  
- .__ __l l - ._- . -__-_ -_  

1  A d m inistrat ion d a te 1  -. -__ l l  . - - --__- .-_. _ j  
f- ! 9 /1 5 1 0 0  ------ \ -g ,12,00 
_-..-._-- --..-L.- ---I 

i 5 /5 /0 1  
----- .-f.-~-- - -  --- 1  

’ 5 1 4 1 0 1  .~ . .-._ _ _ _  _ ._ _ . +  ..--I._-.  _-- -  _ -_  --I .+ . -------- ---* 
; 1 1 /4 /0 1  j 1  l/3 /0 1  3  . .--~  -.-L. ------ ------- --^-. ._ - -.._  -I 

B . T h e  “V a c c i n e  P repara t ion  &  A d m inistrat ion C o g ” records  th a t S u b j e c t 
- .was admin is te red  vacc ine  o n  4 1 6 1 0 0 , b u t th e  “Invest iga t iona l  
A c c o u n tabi l i ty R e c o r d ” states th e  vacc ine  w a s  admin is te red  o n  4 !7 /0 0 . 

Y o u r  r e s p o n s e  a ttr ibutes th e s e  v io la t ions as  “very  l ikely th e  resul t  o f e r r o n e o u s  
d a te  e n try.” Y o u  state th a t y o u  rev ised  Po l i cy /P rocedure  #  3 W - 0 0 2 . W e  n o te  
th a t two o f th e  er rors  n o te d  a b o v e  occu r red  desp i te  a n  ear l ie r  ve rs ion  o f th is  
po l i cy /p rocedure  th a t d i rec ted  staff to  d o c tim e n t th e  d a tes  o f p r e p a r a tio n  a n d  
admin is t ra t ion.  Y o u r  r e s p o n s e  d o e s  n o t desc r ibe  correct ive ac t ions to  e n s u r e  
th a t es tab l i shed  po l jcy  a n d  p rocedu res  wi l l  b e  fo l lowed.  For  e x a m p l e , you r  
p rocedu res  cou ld ,  b u t d o  n o t, i nc lude  superv isor -y  o r  p e e r  rev iew to  e n s u r e  th a t 
e a c h  s tep in  th e  p r o c e d u r e  h a s  b e e n  p roper l y  e x e c u te d  o r  c o m p l e te d . 

5 . -:. . . . Y o u  fa i l ed  to  m a i n ta in  a d e q u a te  a n d  accura te  case  histor ies.  
[ 2 1  C F R  $  3 1 2 .62 (b )  1 . 

P rotoco ls  -and -  requ i re  th a t th e  s tudy d r u g  m u s t b e  admin is te red  to  
sub jec ts  wi th in  - m inutes  a fte r  it is th a w e d . O n  a t least  te n  occas ions ,  th e  
tim e  th e  d r u g  w a s  admin is te red  is n o t d o c u m e n te d  in  th e  “V a c c i n e  P repara t ion  
&  A d m inistrat ion L o g ” d e s i g n e d  fo r  th a t p u r p o s e . 

Y o u r  r e s p o n s e  a ttr ibutes th e s e  v io la t ions to  a  lack o f t ra in ing by  th e  s tudy d r u g  
p reparer ,  a n d  c la ims th a t Po l i cy /P rocedure  #  3 W - 0 0 2  wi l l  p r e v e n t th e  p r o b l e m  
in  th e  fu ture.  Y o u r  r e s p o n s e  d o e s  n o t desc r ibe  h o w  y o u  wi l l  e n s u r e  th a t 
es tab l i shed  po l icy  a n d  p rocedu res  wi l l  b e  fo l lowed.  
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M a n y  o f th e  d e f ic iencies n o te d  a b o v e  h a v e  c o n tin u e d  to  occur  desp i te  r e p e a te d  
m o n i to r ing  o f th e s e  pro toco ls  by  th e  sponso r  a n d  th e  sponso r’s inst ruct ions to  y o u  to  
i m p l e m e n t correct ions,  Y o u r  r e s p o n s e  d o e s  n o t desc r ibe  correct ive ac t ions genera l l y  
to  e n s u r e  th a t po l icy  a n d  p rocedu res  wi l l  b e  fo l lowed.  

-:- 

Y o u  s u b m i tte d  severa l  n e w  S ta n d a r d  O p e r a tin g  P rocedu res  ( S O P S )  as  par t  o f you r  
r e s p o n s e  letter. S o m e  o f th e s e  S O P S , s h o w n  a  s  “a p p r o v e d ” u n d e r  you r  s ignature ,  
state th a t th e y  app l y  to  “al l  Invest igators  a n d  Cl in ica l  Resea rch  Nurses  par t ic ipat ing in  
J W C i  [ John  W a y n e  C a n c e r  Insti tute] c l in ical  tr ials” (#  3 W -OlO) ,  “al l  J W C I Cl in ica l  
Resea rch  Nurses  a n d  D a ta  C o o r d i n a tors” (#  3 W - 0 1 1  a n d  #  3 W -013) ,  o r  “al l  C l in ica l  
Resea rch  Nurses  par t ic ipat ing in  J W C I c l in ical  tr ials” (#  3 W -012) :  Th is  l a n g u a g e  
ind ica tes  th a t th e s e  S O P S  app l y  to  s tud ies  fo r  wh i ch  y o u  a re  n o t th e  c l in ical  
invest igator ,  a n d  th o s e  w h e r e  y o u  a re  n o t in  a  pos i t ion  o f a u thori ty.  T h e s e  S O P S  d o  
n o t a p p e a r  to  h a v e  b e e n  a p p r o v e d . Un less  th e y  a re  rev ised  to  b e  speci f ic  fo r  on ly  th e  
s tud ies  u n d e r  youh i rec t  superv is ion ,  o r  un less  th e s e  S O P S  h a v e  b e e n  rev iewed  a n d  
a p p r o v e d  by  a u tho r i zed  J W C I o fficials, th e y  a p p e a r  i n a d e q u a te  to  add ress  th e  
d e f ic iencies.  

Th is  letter is n o t i n tended  to  b e  a n  a l l - inc lus ive list o f d e f ic iencies.  Seve ra l  v io la t ions 
n o te d  du r i ng  th e  inspec t ion  a re  n o t e n u m e r a te d  in  th is  letter b e c a u s e  th e y  occu r red  
b e fo re  y o u  a s s u m e d  responsib i l i ty  fo r  th e  c o n d u c t o f th e  studies.  H o w e v e r , you r  
r e s p o n s e  a c k n o w l e d g e s  th o s e  v io la t ions a n d  p rom ises  to  e n s u r e  th a t th e y  d o  n o t 
reoccur .  Y o u r  correct ive ac t ions a re  sub jec t  to  ver i f icat ion in  fu tu re  inspect ions.  It is 
you r  responsib i l i ty  to  e n s u r e  a d h e r e n c e  to  e a c h  r e q u i r e m e n t o f th e  l aw  a n d  app l i cab le  
regu la t ions.  

P lease  n o tify th is  o ffice, in  wri t ing, wl th in  fifte e n  (15)  bus iness  days  a fte r  rece ip t  o f th is  
letter, o f th e  speci f ic  ac t ions y o u  h a v e  ta k e n  to  correct  th e  n o te d  v io lat ions,  i nc lud ing  
a n  e x p l a n a tio n  o f e a c h  s tep y o u  p l a n  to  ta k e  to  p r e v e n t a  recu r rence  o f s imi lar  
v io lat ions.  If correct ive ac t ion  c a n n o t b e  c o m p l e te d  wi th in  fifte e n  (15)  bus iness  days,  
state th e  r e a s o n  fo r  th e  de lay  a n d  th e  tim e  wi th in  wh ich  th e  cor rect ions wi l l  b e  
c o m p l e te d . Y o u r  r e s p o n s e  shou ld  i nc lude  a n y  d o c u m e n ta tio n  necessary  to  s h o w  th a t 
cor rec t ion h a s  b e e n  ach ieved .  

.L_’ . 

~ . ~ ... . . . 
Fa i lu re  to  p r o m p tly correct  th e s e  dev ia t ions  m a y  resul t  in  e n fo r c e m e n t ac t ion  wi thout  
fu r ther  n o tice. P lease  a lso  b e  adv i sed  th a t th e  fa i lu re  to  e ffect ively p u t in to pract ice th e  
correct ive ac t ions y o u  h a v e  desc r i bed  in  you r  r e s p o n s e  letter, o r  th e  commiss ion  o f 
o the r  v io lat ions,  m a y  resul t  in  th e  in i t iat ion o f e n fo r c e m e n t act ion(s)  wi thout  fu r ther  
n o tice. T h e s e  ac t ions cou ld  inc lude:  p lac ing  o n  c l in ical  h o l d  tr ials th a t invo lve  cur rent  
subjects;  in i t iat ing invest igator  d isqual i f ica t ion p roceed ings ,  wh i ch  m a y  rende r  a  
c l in ical  invest igator  ine l ig ib le  to  rece ive  invest igat iona l  n e w  drugs ;  a n d  in i t iat ing a n  
ac t ion  fo r  in junct ion.  



Page 8 - Dr. Eddy C. Hsueh 

Please send your written response to: 

Patricia Holobaugh 
Division of Inspections and Surveillance (HFM-664) 
Office of Compliance and Biologics Quality 
Center for Biologics Evaluation and Research 
Food and Drug Administration 
1401 Rockville Pike, Suite ZOON 
Rockville, Maryland, 20852-1448 
Telephone: (301) 827-6221 

We request that you send a copy of your response to the Food and Drug 
Administration’s Los Angeles District Office fisted below. 

- 

,ht&&n A.‘Masielio 
Director 
Office of Compliance and Biologics Quality 
Center for Biologics Evaluation and Research 

cc. - Alonza E. Cruz, Director 
Food ?d Drug Administration 
19900 MacArthur Boulevard 
Suite 300 
Irvine. California 92612 

. . Frederick Singer, M.D., Chair 
Institutional Review Board 
Saint John’s Health Center/John Wayne Cancer Center 
1328 2Znd Street 
Santa Monica, California 90404 


